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Table of Comparison to Legally Marketed devices andi effect of dlifferences on safety and
effectiveness

ITEM Legally marketed: Future Niobility Impact on safely and
I'lG Inc. Fuze T201 lealthearelInc. effectiveness

________________Capella/Capella 4-5

Indications For use The l'lG Fuz "1'20 is The Capella/Capella The indicated [Ise for
indicated for providing 45 is indicated For devices is identical.
mobility to persons providing mobilityv to
limited to a sitting periso~n limited to a

______________ p osition. sitting position. _____________

M-anulacturur P1)0 Product lDesign Future oil itx' 1/a
Inc. H-ealthcare Inc. ____________

K Number K063736 K 1310788 ni/a
product Code: ]OR IOR ni/a
FDA lProduct Class I I n/a
Product lDescription Dynamic tilt in space Dvnaniic tilt in space All devices are

mechanical wheelchair Mechanical wheelchair designed wvith simla
which oftbrs which offers 1*un1ctionIs and thle
adj ustabi lity to td'j ustabi lity to Cape I la'Capcl I a 45 has
redistribute the body' redistribute the body' no features that impact
weight For optimal w\eight tor optimal the sa IU v and
positioning. The tilting positioning. The tilting eflketiveness oF, thle
is operated by the is operated by the predicate devices.
care-giver in the back care-giver in the back
handles of'the chair. handles of the chair.
The Fuze T20 can The CapelIla/Capellia
accommodate different 45 can accommodate
size Occupants. The diff'erent size
seat width and depth Occupants. The seat
can be ordered in wvidth and depth can be
several sizes. ordered in several

sizes. _____________

Intended surT-ace fior To be operated on all To be operated on all Unites are intended 1kw
the operation surfaces except rough Surfaces except rough sameI surface oif"

surfaces surfaces operation
Safety Characteristics Spring return push to Spring return puLSh1 to All have thle safeCty

lock wheel lock, anti - lock wheel lock. anti - req uirements for a
tippers tippers Miechan ical

whecelchair. This
_______________________________inclutdes anti-tipper
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CAPI'ELLA

fixtures, wheel locking
mechanism arid a rigid
body frame for
resistance to fatigue.
shear. as well as
impact forces. The
CapcllalCapella45 has
been designed and
tested according to the
ANSI/RESN A
WC/Vol. I. All1 results
are sati sfactory and
mneet tile standards
iiidicated ruin
ANSI/RESNA\

____ ___ ___ ____ __ ___ ___ ____ ___ __ ___ ____ ___ ___ ___ WC/Vol. I

Performance/
Fun ction _____________ _____________ ________ ____

OverallI function and Theli Fuze T20 is The Capel la/Capel Ia CilCpel Ia has thle
physical characteristics constructed of a rigid. 45 is constructed of'a same overall itinctionl

aluinu frme ith rigid, aluminum framie and physical
anti-tippers and thle with anti-tippers and characteristics of a
ability to tilt and the ability to tilt and mechanical tilt in
manual reclinie. manual recline, space wheelchair It
Depending onl thle seat Depending oii the seat uses two gas cylinders
depths. it has a depths. it has a to tilt the user with thie
capaci ty to support a Capacity' to support a controls locaied on thle
hiumnan weight of' hum an weight of stroller bars. Thec
2501ks. One gas spring 1501ks (2501ks Capella 4i similarly
is tised] to lift an Capclla4S) One gas uIses.i ust one gas
ddec line the seat and spring is used to lift ana cylinider
back to the tilting ddleclinc thle scat aiid
positions. The gas hack to the tilting
spring is connected by positions in the
cables to levers on the Capella 45. And thle
push bar so that it can Capella uses two gas
be locked and springs. The gas
unlocked by the spring(s) arc
caregiver. connected by cables to

levers on tile Push bar
so that they can he
locked and unlocked
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___________________by the caregiver. ______________

Tilt 20 deii I7deg Capella. 44 deg All devices have tilt
Capella 45 Capability. The resting

state for the static
stablI litv test has been
pert ornied on a ll t)
indicate thatithe tilt
does 1101 C Lu aIN'

______________________ ______________________stability problems.
Fixed recline 0 to 30 degrees -7 to ±21 degrees (28 All devices have

degrees) similar deuree of lixed
recli ne eapabilityv of tip
to '30 deg. And 28 deg.
Respectively. The
standard chair resting
state is at +7 deg
recline.

Seat wvidth 1 3-20" 16-24" No iminpact onl safly
and effectiveness. Test

Scat depth 1 5-20" 15-20" Seat depth is similar
and no imnipact to
safety, rest results are

______________________ ______________________saisfacetory.

Seat-to- floor height 1 3-20"' (front) 13-1 9" (front) Wheelchairs are
comparable in height
and the difference
should not have a
bearing onl safet' and
e leelivenless.

Adjustable armn heights 10 to 14- 9.5 to 14- This does not have an
impact onl
effectiveness nor

_____________________saflety.

From riggings 70 and 90 deg 60.70.80,90 deg No impact onl safety
and effectiveness

flack post heights 20 and 25" 1 9" and 24" Nt) impact on salety
__________________and effectiveness

Rear wheel sizes 12,16.20.22.24 16.20.22.24 Various sizes are

offered depending onl
end users preference.
Each wheel size has
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been evaluated] by
Future Mobility for

stabilt and 111 streniigth
with satistactory
results

Caster Sizes 5.6. or 8" 5.6,7. or 8" Various sizes are
offered depending onl
end users preference.
No impact onl safety as
each caster size has
been evalutldtd by
Futture Mobility.

Chair width I-or 12 and 16" rear Seat width +10. 75" lDoes not have any
wheels seat width is impact to
f 9.5" fur 20.22.24" eff'ectiveness. Safety
rear wheels seat width has been evaluated to
is +10.75- be satisfhctorv

Chair length 28" no riggings 31 - no riggings No imipact onl safety
anti ellectiveniess

OverallI length 42" 45" No impact onl satyl
I and effectiveness

Maximnum humian 250lbs 3501bs (Capella) All chairs passed
support weight 2501hs (Capella4S) safety. stability.

fatigtie and strength
tests.

Overall function and 'ile Fuze T20 is T[he CapellIa (and AllI have thle same
physicalI characteristics constrtucted of a rigid Capel a4 5) is overall function and

aluinumlil frame with constructed of a rigid physical characteristics
aim-tippers and the alumninumn framne with of a mechanical tilt in
ability to tilt and anti-tippers arid the space wheelchair.
manual recline, It has a abilIity to tilt and
capacity to support a mlanual recline. It has a
human weight of capacity to support a
2S0lbs human weight (if'

3S0lbs (2501bs Capella
____ ___ ___ ___ ___ _ __ ___ ___ ___ ___ ___ 45)

Materials Fuze T'20 material The material used on Both wheelchairs mecet,
meet the California thle Capcllai'Capella4S the flanimability
Technical Bulletin back rests and seat standards of CAL 177.
CAL] 77 standard for etushions meet thle No inipact on safety
flame retardant. California leehnieal and eflectiveiiess.

Bulletin CAl. 177 ____________
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standard for flame
retardant. _______________

Prescription use or Over the counter Over the counter No impact to safety
over the counter and cikectiveness
(Gas spring The Fuze T20 utilizes *Fhe Capella utilizes No impact to the

a single centre two locking gas safety and
positioned locking gas springs in tandemn effect iveness.
spring to operate the parallel configuration
ift and decl ine of the to operate the lift and

seat. decline of the scat. The
Capella 45 utilizes a
si ngle centre
positioned locking gas
spring to operate [lie
lift and decliine of the
seat.
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The rationale of declaring the Future Mobility Healthcare Capell a wlheelchiair is substantial ly

equivalent to the above predicate devices is based on the lIbilowing:

/Same Indli cationis for* use: prov'id iig mobility to persons limniited Ito a siting pitilin-

VSimilar key design technical characteristics- the Fuze T20 arid Capella are mechanical
wheelchairs which have technical similarities.

VThe Faze '[20 arid CapellIa lDynarnic tilt. and CapellIa 45. wheelchalirs are manual ly
operated, self propelled riiech~anical whielchai rs, and may also be used as attenldantl
propelled transport devices. Trhey consist of aluminu 1 fLl)1ranlIeS [0r use by patients wveighing
up to 2-50 lbs and 350 lbs. respectively.

Cotnclusioin:
Future Mobil ity I lealticare CapellIa Dyniamic TilIt mechanical wheelchair was
developed in accordance with ISO 7176. parts I. 5. 7. 8. 11. 13, and 15. It is the
conclusion that the Future Mobility HealthCare Capellha wheelchiai r is sa 1t and
elkective. as well as substantially, equivalent to the legally nmarketed device identified
as the predicate devices.
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* DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Scrvic

Food and Drug Adhninislmaion

December 5, 2013

Future Mobility H-ealthcare
c/o Abdulsamad Panchbhaya,
President and CEO
3223 Orlando Drive
Mississauga, ON L4V I C5

Re: K130788
Trade/Device Name: Capella Dynamic Tilt and Capella 45
Regulation Number: 21 CFR 890.3850
Regulation Name: Mechanical Wheelchair
Regulatory Class: Class I
Product Code: IOR
Dated: October I8, 2013
Received: October I8, 2013

Dear Abdulsamad Panchbhaya:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CORN does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFll 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFll 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
h"R://www.fdat.Rov/MedicalDevices/ResourcesforYou/lndustrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premnarket notification" (21CPR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htto://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm, for the CDRi-'s Office
of Surveillance and Biometrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http2://www.fda~gov/MedicalDevices/ResourcesforYou/lndustrv/default.htm.

Sincerely yours,

Joyce M. Whang -S
for Victor Krauthamner, Ph.D.

Acting Director
Division of Neurological

and Physical Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

51 0(k) Number (if known): K1 30788

Device Name: Canella Dynamic Tilt and Capella 45

Indications For Use:

The Future Mobility H-ealthcare Inc. Capella wheelchair is intended to provide mobility to

persons limited to a sitting position.

Prescription Use _____AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Joyce M. Whang -S
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